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DETAILED ACTION 
Response to Amendment 

The amendment filed on 1/26/2005 in which Applicant elected species A (Figures 
1-10, 16-23) subspecies i, (figure 11) regarding all claims drawn to the elected invention 
and presenting only claims drawn to a non-elected invention is non-responsive (MPEP 
§ 821.03) because no election of eligible claims was made. The claims 13-16, 29-32, 
47-50, 59-62 are not readable on the elected invention because they are drawn to a 
dual balloon device and different embodiments thereof (Figures 29, 30). The claims 88 
and 91 are not readable on the elected invention because they are drawn to a non- 
elected subspecies of needle, i.e. claim 88 (Figure 13) and claim 91 (Figure 14). 

Therefore claims 13-16, 29-32, 47-50, 59-62, 88 and 91 are withdrawn from 
further consideration pursuant to 37 CFR 1 .142(b), as being drawn to a nonelected 
species and subspecies, there being no allowable generic or linking claim. 

Information Disclosure Statement 

The information disclosure statement (IDS) that was submitted on 5/20/2004 is in 
compliance with the provisions of 37 CFR 1.97. Accordingly, the examiner is 
considering the information disclosure statement. 

Specification 

The abstract of the disclosure is objected to because the abstract exceeds the 
150 word maximum. Correction is required. See MPEP § 608.01(b). 

The title of the invention is not descriptive. A new title is required that is clearly 
indicative of the invention to which the claims are directed. 
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The following title is suggested: Apparatus and method for a percutaneous 
needle catheter for controlled injection. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this 
title before the invention thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) and the Intellectual Property and High Technology Technical 
Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AIPA (pre-AlPA 35 U.S.C. 102(e)). 

Claims 1-3, 7-8, 11-12, 17-19, 24, 27-28, 33-38, 42-43, 45-46, 51-55, 57-58, 63, 
65, 67-81, 85-87, 89-90, and 92-96 are rejected under 35 U.S.C 102(e) as being 
anticipated by Chow et al. (6,692,466). Chow et al. discloses a drug delivery catheter 
with retractable needle. 
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Regarding claims 1-3, 8, 17-19, 24, Chow et al. discloses an expandable body, 
multiple delivery cannulas, needle disposed in the cannulas, and a stop disposed in the 
lumen (Figure 4A). The stop comprising a sleeve coupled to the needle having a 
smaller diameter than the cannula (Figure 4B). The needle cannulas are attached to a 
hub present on the main body of the catheter (Figure 4A). 

Regarding claim 7, Chow et al. discloses a ribbon present in the lumen that 
modifies the shape of the lumen (Figure 2A). 

Regarding claims 1 1-12, 27-28, 42-43, 45-46, 57-58, 67-71 , Chow et al. 
discloses a needle and hub system that has several different configurations and has a 
variable angle (Figure 3A-C). 

Regarding claims 33-38, Chow et al. discloses an expandable body, multiple 
delivery cannulas, needle disposed in the cannulas, and a stop disposed in the lumen 
(Figure 4A). The stop comprising a sleeve coupled to the needle having a smaller 
diameter than the cannula (Figure 4B). The needle cannulas are attached to a hub 
present on the main body of the catheter (Figure 4A). 

Regarding claims 51-55, Chow et al. discloses an expandable body, multiple 
delivery cannulas, needle disposed in the cannulas, and a stop disposed in the lumen 
(Figure 4A). The stop comprising a sleeve coupled to the needle having a smaller 
diameter than the cannula (Figure 4B). The needle cannulas are attached to a hub 
present on the main body of the catheter (Figure 4A). 

Regarding claim 63 and 65, Chow et al. discloses a first and second cannula in 
fluid connection with a lumen (Figure 4A) used to penetrate a patients vascular system. 
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Regarding claims 72-81, Chow et al. discloses an expandable body, multiple 
delivery cannulas, needle disposed in the cannulas, and a stop disposed in the lumen 
(Figure 4A). The stop comprising a sleeve coupled to the needle having a smaller 
diameter than the cannula (Figure 4B). The first are second track of different diameters 
are present proximal and distal to the needle stop, and are attached to an inflation 
balloon. The needle cannulas are attached to a hub present on the main body of the 
catheter (Figure 4A). 

Regarding claims 85-87, 89-90, Chow et al. discloses an expandable body with 
at least one delivery cannula (Figure 1 A) with a defined travel path. (Figure 2B). 
Wherein the needle has a proximal and distal portion coupled to each other (46 and 88) 
with different outside diameters. This transition point between two sections defines a 
step (Figure 4B). 

Regarding claims 92-96, Chow et al. discloses a device, which is inherently 
capable of performing the task of being positioned in the body and expanding the 
balloon member and delivering a treatment agent by advancing a needle. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 4-6, 9-10, 20-23, 25-26, 44, 56, 82-83 are rejected under 35 U.S.C 103(a) 

as being unpatentable over Chow et al. in view of Epstein et al. (6,835,193). Chow et 
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aL meets the claim limitations as described above but does not include a second stop in 
the lumen configuration. 

However, Epstein et al. teaches a device for controlled injections. Regarding 
claims 4-6, 20-22, Epstein et al. teaches a needle cannula system with multiple sleeves 
to stop the needle (both proximal and distal) and the partial sleeve changing the cross 
sectional shape (Figure 3). 

Regarding claims 9-10, 25-26, 44, 56, 82-83 Epstein et al. teaches a second 
protuberance that limits the total movement of the needle and provides an orientation 
within the lumen. 

Regarding claim 23, Chow et al. discloses a ribbon located in the lumen on the 
needle cannula (Figure 2A). 

At the time of the invention, it would have been obvious to use the needle stop 
system of Epstein et al. with the needle stop system of Chow et al. because the addition 
of the second stop provides more precise control over the needle puncture depth. Both 
references are analogous in the art and with the instant invention; therefore, a 
combination is proper. Therefore, one skilled in the art would have combined the 
teachings in the references in light of the disclosure of Epstein et al. 

Claim Rejections - 35 USC § 103 

Claims 39-41 and 84 are rejected under 35 U.S.C 103(a) as being unpatentable 
over Chow et al. Chow et al. discloses the claimed invention but does not disclose 
expressly the distance between the cannula and sheath ring, balloon adhered by 
adhesive made of cyanacrylate, needle composed of super elastic alloy. It would have 



Application/Control Number: 10/749,354 Page 7 

Art Unit: 3763 

been an obvious matter of design choice to a person of ordinary skill in the art to modify 
the system of Chow et aL with the materials and dimensions as claimed by Applicant, 
because Applicant has not disclosed that the materials, adhesive bonding or distance 
provides an advantage, is used for a particular purpose, or solve a stated problem. One 
of ordinary skill in the art, furthermore, would have expected Applicant's invention to 
perform equally well with a seem-less or bonded design as taught by Chow et al., 
because it provides a one-piece design for easier construction and more 
biocompatibility compared to cyanoacrylate adhesive, use of super elastic alloys (Chow 
et al. discloses a ribbon member made of various elastic materials) and since it appears 
to be an arbitrary design consideration which fails to patentably distinguish over Chow 
et al. 

Therefore, it would have been an obvious matter of design choice to modify 
Chow et al. to obtain the invention as specified in the claims. 

Claim Rejections - 35 USC § 103 

Claims 64 and 66 are rejected under 35 U.S.C 103(a) as being unpatentable 
over Chow et al. in view of Jacobson et al. (6,302,870). Chow et al. meets the claim 
limitations as described above but does not include the use of nickel-titanium alloy. 

However, Jacobson et al. teaches an apparatus for injection into the walls of 
patient vessels. Regarding claims 64 and 66 Jacobson et al. teaches the use of nickel- 
titanium alloys and other composites to achieve appropriate strength to accomplish the 
insertion task (col 3). 
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At the time of the invention, it would have been obvious to use construction 
materials of Jacobsen et al. with the system of Chow et al. because the addition of 
increased strength of materials provides the user with increased penetration and ease 
of use through the patient's body. Both references are analogous in the art and with the 
instant invention; therefore, a combination is proper. Therefore, one skilled in the art 
would have combined the teachings in the references in light of the disclosure of 
Jacobsen et al. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christopher D. Koharski whose telephone number is 
571-272-7230. The examiner can normally be reached on Monday through Friday 
7:30am-4:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas Lucchesi can be reached on 571-272-4977. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 





Christopher Koharski 

Examiner 

Art Unit 3763 
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